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JUSTI CE DEPARTMENT APPROVES SURVEY OF COST EFFECTI VENESS
OF CLINICAL TRIALS | NVOLVI NG BREAST CANCER PATI ENTS

WASHI NGTON, D.C. -- A group of cancer institutes will be
allowed to collect data conparing the resource utilization and
cost effectiveness of various treatnents used in a study of
breast cancer patients in order to denonstrate the effectiveness
of the treatnents in conparison to standard care under a proposa
approved today by the Departnment of Justice's Antitrust Division.

In its first such project, The Sout hwest Oncol ogy G oup and

its Adinical Practices Conmttee will be permtted to coll ect
data frominstitutions in Washington, Florida, California,
M ssouri, Kansas and M chigan. The results of the study will be
shared with other researchers, insurance conpanies and physicians
t hrough publications, at nmeetings and in nedical journals. This
will allowthemto judge for thensel ves the cost effectiveness of
vari ous treatnent reginens.

The Departnent said the proposed activities are unlikely to
be anticonpetitive since there is no agreenent anong the group's
menbers to approach or negotiate with insurance conpanies
collectively or to attenpt to coerce concessions fromthem by

taking a unified position in separate negotiations.
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In addition, the Departnment said the study prom ses to
benefit consumers by controlling health care costs and ensuring
the nost effective use of health care resources.

The Departnent approved a proposal to anal yze the cost
effectiveness of various treatnments used in a study of breast
cancer patients with a high risk of recurrence. The patients
will be randomy treated with one of six different nedication
conbi nations using the drugs cycl ophospham de, adrianycin, Taxol
and Tanoxi fen. The oncology group's statistical center in
Seattle will collect and analyze the data, which will be nore
than three-nonths-old at the tinme of analysis. The conmttee
al so plans to develop a data base for application to other
clinical trials.

The Departnent’'s position was stated in a business review
letter from Anne K. Bingaman, Assistant Attorney General in
charge of the Antitrust Division, to counsel for The Sout hwest
Oncol ogy G oup.

The Sout hwest Oncol ogy Group is an associ ati on headquartered
in San Antoni o, Texas, whose nenbers include universities,
hospitals and other health care institutions and providers. It
currently has 35 primary nenber institutions and nore than 60
additional affiliated nmenbers |ocated throughout the U S.

Under the Departnment's Business Review Procedure, an
organi zation may submt a proposed action to the Antitrust
Division and receive a statenent as to whether the Division wll
chal  enge the action under the antitrust |aws.

A file containing the business review request, and the

Departnment's response may be examined in the Legal Procedure
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Unite of the Antitrust Division, Room 3235, Departnent of
Justice, Washington, D.C. 20530. After a 30-day waiting period,

t he docunents supporting the business review will be added to the

file.
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